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5) D Claim(s) is/are allowed. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

1 . Claims 74-84 and 94-96 are currently pending in the application. 

2. In the prior action, the mailed on July 17, 2006, claims 74-94 were pending; with claims 
74-84 and 94 rejected, and claims 85-93 withdrawn as to non-elected inventions. 

In the Response of January 17, 2007, claims 85-93 were cancelled, and new claims 95 
and 96 were added. 

3. Claims 74-84, and 94-96 are under consideration. 

Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. - (Prior Rejection- Maintained) Claims 74-76, 78, 80, and 82-84 were rejected under 35 
U.S.C, 103(a) as being unpatentable over Lipford (Vaccine 12: 72-80) in view of the teachings of 
Kensil (U.S. 5,583,1 12). The rejection is maintained, and extended to new claims 95 and 96. 

Applicant traverses the rejection on the basis that those of ordinary skill in the art would 
not combine the teachings of Lipford with those of Kensil, and would therefore find no 
motivation for the substitution of QS-21 for the Quil A of Lipford. The Applicant bases this 
assertion on the fact that Kensil teaches a number of purified saponins, and that the saponin QS- 
21 shows higher levels of hemolysis than other of the purified saponins. The Applicant asserts 
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that those of ordinary skill in the art would therefore have not been motivated to use QS-21 over 
the other purified saponins disclosed. 

This argument is not found persuasive. This is because, from the teachings of Kensil, 
those of ordinary skill in the art would have been motivated to use any of the indicated 
adjuvanting saponins, including QS-21. Further, while QS-21 is disclosed as having higher 
toxicity, this is not a teaching away from the use of this adjuvant. The development of new 
inventions to perform the same or similar function does not make older technology any less 
obvious to those of ordinary skill in the art, and does not teach away from the prior invention in 
the sense of rebutting the motivational element of establishing obviousness. See e.g. In re 
Gurley, 31 U.S.P.Q. 2d 1 130, 1 131-1 132 (Fed. Cir. 1994). The Federal Circuit stated in Gurlev 
that a "known or obvious composition does not become patentable simply because it has been 
described as somewhat inferior to some other product for the same use." Id., at 1 132. In short, 
the court held that teaching a better solution to problem is not a teaching away from a previously 
known, and operable, solution. Thus, while QS-21 may have been disclosed as somewhat 
inferior to the other saponins with respect to the toxicity, such is not a teaching away from the 
use of this adjuvant. Moreover, it is noted that the prior art teaches the beneficial use of QS-21 as 
an adjuvant despite the knowledge in the art of its toxicity. See e.g., Wu et al., J Immunol 148: 
1519-25. See also, the teachings of Prieels as applied to claims 77, 79, and 81 previously. Thus, 
the art indicates that those of ordinary skill in the art would have been motivated to use the QS- 
21 adjuvant despite its higher toxicity, and that those in the art would therefore have had 
adequate motivation to combine the teachings of Lipford and Kensil as was previously described. 
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Claim 95 further requires that the ratio of saponin to sterol is between 1:1 to 1:5 by 
weight. This claim is rejected as obvious by routine optimization of the ratios of the components 
in an adjuvant composition. 

Claim 96 is drawn to a method for reducing the reactogenicity of QS21 by combining it 
with a sterol where the sterol is present in an excess by weight over QS21 . As described 
previously, the combined teachings of Lipford and Kensil suggest the making of a composition 
comprising a sterol and QS-21, wherein the sterol is present in an excess over the saponin. 
Because the references render such a composition obvious, the references also render obvious 
methods of making such a composition, which would result in a method as claimed by new claim 
96. This is because a method of mixing the sterol with the saponin would inherently result in a 
reduction of the reactogenicity of the saponin. The rejection is therefore extended to new claim 
96 for the reasons above, and for the reasons indicated on page 7 of the April 22, 2004 action. 

The rejection is therefore maintained for the reasons above, and the reasons of record. 

6. (Prior Rejection- Maintained) Claims 77, 79, and 81 were rejected under 35 
U.S.C. 103(a) as being unpatentable over either Lipford in view of Kensil as applied against 
claims 74-76, 78, 80, 82-84, and 94 above, and further in view of Prieels et al. (WO 94/00153). 
Dependent claims 77, 79, and 81 describe a composition as claimed above wherein the adjuvant 
formulation also comprises alum salts and/or 3 De-O-acylated monophosphoryl lipid A. The 
Applicant traverses this on the same grounds as argued with respect to the rejection over Lipford 
and Kensil above. The rejection is therefore maintained for the reasons above, and the reasons of 
record. 
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Conclusion 

7. No claims are allowed. 

8. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is 571-272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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